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0AQ «B3MII»

CneunuKanns HA HCXOAHBIE MATEPHAJIbI

CTIC-KO-14-0139/1-06

Crp. 213 3

[MTapameTpni KOHTPOJIS

Meroant

RpHTCpHIi MpHEeMJIEMOCTH

[Tpumencuue

MeTtopmut, TabIeTKH OKPBITHIC 000104~
kot 500 mr, 850 mr u 1000 mr
Metdopmus Jlonr 500, TabneTku ¢ MOIH-
dunuposanusM BeicBoGOKIeHHEM S00 MI
Metdopmus Jlonr 750, tabneTkn ¢ MO/IH-
(urmposanHbM BbicBoGoKIEHHEM 750 MI

AHQUIH3UPYEMBIE 1TOKA3aTENN
Ka4yecTna:
2.1 Onucanue (cBoiicTea)

2.2 MonTuHHOCTD (MIeHTH K-
Kalus):

A. Temneparypa niaaB/ieHus
B. UK — cnexrp

C.TCX

D. KauecTpennas peakins
E. Peakuns (a) Ha XJI0pH/ibI

2.3 po3payHocTh pacTBOpa
2.4 llseTHOCTL pacTBOpa

2.5 Tlpumecs F

2.6 ConyrcTBYIOMHE IPUMECH:
- TIPHMECH A

- HecTie (D HIHPOBAHHBIC
NPUMECH

- cymMa npuMecei

2.7 TloTeps B Macee npu
BBICYIIHBAHHH

2.8 Cynbharnas 30712

2.9 OcTaToYHbIC KOMHYECTBA
OpraHvyecKuX pacTBOPUTCIICH:

Busyansupiit, 'O Pb I,
ToMm 1, 5.11

TOPBIL tom 1, 2.2.14
I'OPEIL oM 1,2.2.24

['®dPBII, Tom 1,2.2.27

B coorsercreuu ¢ HJ
PB
I'd PRI, Tom 2, 2.3.1

TOPHIL Tom 1, 2.2.1
' PBI, tom 1,2.2.2,
meToa 11

O PEI, tom 2,2.2.29
I'd PHIL, tom 2, 2.2.29

['® PRI, Tom 2, 2.2.32

TOPEIL tom1,2.4.14
I'®PBIL, tom 1, 2.4.24,
2.2.28

Benpie sy noyTH O€/ibie KPHCTAILILL

Jlerko pacTBOPHM B BOJE, MAJIO PaCTBOPHM B
96 % crupte, NMPaKTHYECKH HEPAacTBOPUM B
aleToHe ¥ METHJIEHXJIOPHIIE.

A.01222°C 510 226 °C

B. UK-cnexp npomycKaHHs HCILITYyeMOro
obpasua cooteercTByeT MK-ciextpy ripo-
myckanust CO MeT(opMHHA THAPOXTOPHIA
(EP CRS) umu clieKTpy, NpeICTaBIeHHOMY
Ha pucyuke 1

C. Ha xpoMaTorpaMme HCIBITYEMOro pac-
TBOpa OOHAPYKHUBACTCA OCHOBHOE ISTHO,
COOTBETCTRYIOLIEE IO PACHOJIOMKEHHIO, IIBC-
TY W pazMepy OCHOBHOMY NATHY Ha XpoMma-
TOTPaMME PacTBOPA CPABHEHUS

D. TosigisieTes po30B0€e OKpallHBaHHe

E. McnpiTyemslit 06pasel JacT peaxkiuio (a)
Ha XJIOPH/IBI

PacTBOp HO/KEH OBITL IIPO3PAUHBIM
PactBop j10/mKeH ObITh OECIBETHLIM

He Gonee 0,05 %

He Gonee 0.02 %
He Gonee 0,05 %

He Goutee 0.2 %
He Gostee 0,5 %

He Oonee 0,1 %
I'd PEII, ron 2. 5.4

- KCHJIOJ He 6onee 2170 ppm

- METaHon He Gonee 3000 ppm

2.10 Konmnyectsemnnoe I'd® PEIL, tom 2,2.2.20 |He menee 98,5 % u ne donee 101,0 % B
OlIpeesieHne TepecyeTe Ha CyX0e BEILECTBO
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Crnenndukanns Ha HCXOAHBIC MATEPHAIBI

CIC-KO-14-0139/1-06

Crp.3n33
Nao ITapameTpbl KOHTPOJIsE MeToanl Kpurepun npaemMjIeMocTH
n/n
* 2,11 Pazmep uacTuil: I'®PBII, tom 1, 2.9.12,
- domee 300 MM 2.9.38 He Bonee 30 %
- Gonee 160 MM Or 30 % 1o 60 %
- Bostee 125 MM He Gonee 15 %
- MeHee 125 MKM He Gonee 25 %
2.12 MukpoGuosorudeckass |I'® PBII, Tom 1, 2612, [TOPEI, Tom 1,5.1.4
YHCTOTA: 2.6.13
- oDliee KONMYecTBO a?pobos
(OKA) 10° KOE/r
- ofImee KOINYeCTBO rpudon
(OKI) 10*KOE/r
- Escherichia coli OtcytctBHE B 1 T
3 Or6op 1pod B COOTBETCTBHH CO CTAHIAPTHOH OMepaIu-
OHHOH NpOLELypOit:
COTI-KO-14-057;
COTI-KO-12-024
4 O6BeM KOHTPOJILHOM TPOOLI AJL: 8001 MBJI: 20,0 r
3 Venosus XpaneHus B B03AyXOHEIPOHALAEMOM KOHTEHHEPC
6 Cpox 10JIHOCTH 5 et
7 Ynaxkoska [TONHATHIICHOBBIC MEUIKH, BIIOWKCHHLIC B
MoJVATWICHOBbIe DapabaHbl, 8 TakKe Ipy-
rue BHUILI YIAKOBKH, oOccrneynBaromme co-
XPAHHOCTb CHIPBS B TEYCHHE CPOKA rOJIHO-
CTH
8 M3roToBUTENE Fxemed Pharmaceuticals, Mnjus
9 Kox 120175

* Tononuurensusie Tpebosanus OAO «b3MII».




